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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 7/6/07 
has been entered. 

Claims 2 and 6 have been cancelled. Claims 1, 3-5, 7 and 8 are under 
examination. The previous rejection of record is withdrawn in favor of the rejection 
below. 

Comment: Please change the claim status of claim 8 to reflect the amendment. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1, 3, 4 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Petersen et al. (US 2002/0071827 Pub. Date: 06/13/2002) in view of Liu (US 

5,281 ,265) and Zimmermann (US 6,692,563) and Walker (US 4,795,475). 

Applicant claims a gel-type bone-filling composition for stimulating bone- 
formation and bone-consolidation comprising 1) 20 -80 weight% of mixture containing 
CaS0 4 (98-99 weight%) and 0.3-1 weight % of CaC0 3 , 0.3-1 weight % of MgC0 3 , and 
0.5-1 weight % of CaC0 3 . MgC0 3 ; and 2) 80-20 weight% of viscous biopolymer. 

Please note that in the absence of evidence to the contrary the Examiner is 
interpreting CaC0 3 . MgC0 3 to be equivalent to CaMg(C0 3 ) 2 which is also known as 
dolomite. 

Determination of the scope and content of the prior art 

(MPEP 2141.01) 

Petersen et al. teach a bone graft substitute composition consisting essentially of 
calcium sulfate, a mixing solution and a plasticizing substance and a bone graft 
composition comprising calcium sulfate, demineralized bone matrix, cancellous bone, a 
plasticizing substance and a mixing solution (Claims 1 and 16). The plasticizing 
substance can be various biopolymers such as various celluloses including 
carboxymethylcellulose and ethyl cellulose, as well as hyaluronic acid (Claims 4, 7, and 
19). Peterson et al. teach making injectable, paste and putty compositions, which the 
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Examiner interprets to read upon gel-type (see page 4, [0056] and 0058], for example). 
Petersen et al. teach a composition comprising about 80-120 parts by weight calcium 
sulfate and about 1 to about 40 parts by weight plasticizing agent (claim 23). Petersen 
et al. teach that the composition can contain 0.1-2 weight % sodium bicarbonate as well 
as other inorganic elements and inorganic salts thus establishing a guideline for the 
amount of carbonate salts to add to the composition (Page 2, [0019], page 4 [0051]). 

Liu teaches the resorbable calcium sulfate surgical cements for use in medical 
applications such as orthopedic and maxillofacial surgeries and dental applications 
comprising a biocompatible filler component selected from the group consisting of 
calcium carbonate, magnesium carbonate and mixtures thereof (Claims 1,15 and 16). 
Liu teaches the weight ratio of the fillers to the cementing components can be up to 4 to 
1 (Column 4, lines 41-53). Liu states that biocompatible filler component is substantially 
inert (Column 4, lines 41-57; Column 5, line 35 and claims 15 and 16). Liu teaches a 
cement with mixtures of calcium carbonate, magnesium carbonate and other resorbable 
biocompatible materials (Claim 16). 

Walker teaches that dolomite (CaMg(C0 3 ) 2 ) and other minerals have been found 
to exhibit osteophilic properties (Column 2, lines 60-65). 

Zimmermann teaches that resorbable materials like dolomite can be admixed in 
bone cement (Column 1, lines 63-65). 

Ascertainment of the difference between the prior art and the claims 

(MPEP 2141.02) 
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1 . Peterson et al. do not expressly teach a bone filling composition with 0.3-1 
weight % of CaC0 3 , 0.3-1 weight % of MgC0 3) and 0.5-1 weight % of CaC0 3 • MgC0 3 
to the composition. 

Finding of prima facie obviousness 
Rational and Motivation (MPEP 2142-2143) 

1 . It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to make a bone filling composition with 0.3-1 weight % of 
CaC0 3> 0.3-1 weight % of MgC0 3 , and 0.5-1 weight % of CaC0 3 • MgC0 3 , as 
suggested by Liu, Zimmermann and Walker, to the composition of Petersen et al. and 
produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because 
Petersen suggests the inclusion of inorganic elements and salts and Liu teaches that, 
calcium carbonate, magnesium carbonate and other resorbable materials. Zimmermann 
provides the nexus teaching that dolomite is a resorbable material for use in bone 
cements. One of ordinary skill in the art would have been further motivated to add 
dolomite to the bone cement because Walker teaches that it is osteophilic. The 
adjustment of particular working conditions (e.g., determining an appropriate amount of 
CaC0 3 , MgC0 3 , CaC0 3 • MgC0 3 to add to the composition) is deemed merely a matter 
of routine optimization of the basic guidelines established by Petersen by one of 
ordinary skill in the art. It is the Examiner's position, in the absence of clear and 
convincing evidence to the contrary, that calcium sulfate renders obvious other hydrated 
forms of calcium sulfate. 
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It is the Examiner's position that In the absence of any criticality/unexpected 
results, the presently claimed invention is considered prima facie obvious over the prior 
art for the reasons of record and those stated above. 

A reference is good not only for what it teaches by direct anticipation but also for 
what one of ordinary skill in the art might reasonably infer from the teachings. (In re 
Opprecht 12 USPQ 2d 1235, 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 
1976). - 

In light of the forgoing discussion, the Examiner concludes that the subject matter 
defined by the instant claims would have been obvious within the meaning of 35 USC 
103(a). 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Response to arguments: 

Applicant asserts that there is no motivation to combine the references and that 
"Applicant's respectfully draw the Examiner's attention to the fact that Liu et al., at most, 
discloses calcium carbonate as pertinent to the claimed invention. MgC0 3 and CaC0 3 - 
MgC0 3 are not described by Liu." The Examiner cannot agree. Liu et al. do teach and 
suggest mixtures of calcium carbonate and magnesium carbonate and other resorbable 
biocompatible materials (claim 16). Zimmermann establishes that dolomite 
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(CaMg(C0 3 ) 2 ) is a resorbable material that can be used in bone cement. All of the 
components are taught in the art for the same purpose. It is then merely routine 
optimization of the components taught in the art to arrive at the instant invention in the 
absence of evidence to the contrary. The expected result from combining the 
components is a bone cement. 

Claim Rejections - 35 USC § 103 



Claims 1, 5 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Liu (US 5,281,265) in view of Petersen et al. (US 2002/0071827 Pub. Date: 
06/13/2002) and Zimmermann (US 6,692,563) and Walker (US 4,795,475). 

Applicant claims a gel type bone-filling composition wherein the ratio of calcium 
sulfate to carboxymethylcellulose is 50:50. 

Determination of the scope and content of the prior art 

(MPEP 2141.01) 

The cited references are discussed in detail above and those discussions are 
hereby incorporated by reference. 
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Ascertainment of the difference between the prior art and the claims 

(MPEP 2141.02) 

1 . Lui do not expressly teach a composition wherein the ratio of calcium sulfate to 
carboxymethylcellulose is 50:50. 

Finding of prima facie obviousness 
Rational and Motivation (MPEP 2142-2143) 

1 . It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to make a bone filling composition of Liu wherein the ratio 
of calcium sulfate to carboxymethylcellulose is 50:50 and produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because Liu 
teach a ratio of filler to cementing components (calcium sulfate) can be up to about 4 to 
1 which encompasses 1 to 1 or the instantly claimed ration of 50:50. Liu teaches that 
the filler can be mixtures of calcium carbonate, magnesium carbonate and other 
resorbable biocompatible materials. It is the Examiner's position that the other 
resorbable biocompatible materials encompass viscous biopolymers such as 
carboxymethylcellulose as well as dolomite. The references of Peterson et al M Walker 
and Zimmerman are relied upon to provide the teachings for the biocompatible 
materials. 

It is then merely routine optimization of the components taught in the art to arrive 
at the instant invention in the absence of evidence to the contrary. The expected result 
from combining the components is a bone-filling cement. 
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A reference is good not only for what it teaches by direct anticipation but also for 
what one of ordinary skill in the art might reasonably infer from the teachings. (In re 
Opprecht 12 USPQ 2d 1235, 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 
1976). 

In light of the forgoing discussion, the Examiner concludes that the subject matter 
defined by the instant claims would have been obvious within the meaning of 35 USC 
103(a). 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ernst V. Arnold whose telephone number is 571-272- 
8509. The examiner can normally be reached on M-F (6:15 am-3:45 pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Ernst Arnold 
Patent Examiner 
Technology Center 1600 
Art Unit 1616 




Richter 

Supervisory Patent Examiner 
Technology Center 1600 



